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May 15, 1996

REPORT DATE FR CITE ACTION
ACNE 3-23-82 45FR12430 ANPR
4-23-82 45FR17575 Correction
1-15-85 50FR2173 PR
ALCOHOL 10-21-93 58FR54466 Oral Ingestion Containing Alcohol PR

ALERTNESS AIDS

ANORECTAL

ANTACID/ANTIFLATULENT

3-13-95 60FR13590
5-10-96 61FR21392

Oral Ingestion Containing Alcohol FR
Oral Ingestion Containing Alcohol; Proposed

Amendment NPR

(See Sedative/Sleep-Aid/Stimulant)

5-27-80
7-22-80
8-15-80
9-26-80
8-15-88
8-3-90
9-2-93
6-3-94

45FR35576
45FR48920
45FR54354
45FR63876
53FR30756
55FR31776
58FR46749
59FR28766

4-5-73
5-29-73
11-12-73
12-07-73
1-8-74
1-22-74
2-21-74
6-4-74
6-20-74
9-11-74
11-8-74

38FR8714
38FR14111
38FR31260
38FR33774
39FR1359
39FR2488
39FR6620
39FR19862
39FR22140
39FR32736
39FR39591
3-13-75 40FR11718
5-23-75 40FR22542
10-15-75 40FR48343
12-15-75 40FR58165
9-5-78  43FR39427
11-28-78 43FR55464
9-21-79 44FR54731
10-19-79 44FR60328
11-16-79 44FR65992
5-27-80 45FR35349
8-31-82 45FR38481

ANPR
Correction
Correction

Reopening of Administrative record

PR
FR
FR

FR Amend. of FM w/ Opportunity Comments

ANPR

Corrections

PR

Correction

Hearing notice

Modified test method (P)
Correction

FR

Correction

Correction

NDA withdrawal (F)

Revised labeling (P)

Revised effective dates
Amended test procedures (F)
Availability of Antacid transcripts
Wrap-up (F)

Correction

Upset stomach (P)
Tetracycline warning (P)
Tetracycline warning correction
In Vitro test modification (P)
In Vitro test modification (F)
Upset stomach (F)



REPORT

DATE

FRCITE

May 15, 1996

ACTION

ANTACID/

ANTIFLATULENT

Continued

ANTHELMINTIC

4-13-84
5-21-84
7-30-86
8-1-86

9-10-86

10-1-86
9-4-87

1-29-88
3-3-88
4-19-88
11-16-88
2-5-92

2-20-92

2-28-92

8-26-93
9-23-93
2-2-94
4-14-94
11-25-94
2-8-96
3-5-96

9-9-80
10-3-80
8-24-82
9-21-82
1-28-83
3-4-83
8-1-86
9-5-86

49FR14908
49FR21350

51FR27342
51FR27762
51FR32212

51FR35002
52FR33576

53FR2716
53FR6916
53FR12778
53FR46190
57FR4456

57FR6165

57FR6892

58FR45204
58FR49826
59FR5060
S9FR17747
59FR60555
61FR4822
61FR8836

45FR59541
45FR65609
47FR37062
47FR41581
48FR4003

48FR9300

51FR27756
51FR31763

Proposed amendment to monographs (PR)
Correction

Amendment to PR

Amendment to Monographs 331 and 332; FR
Amend to Monographs 331 and 332; FR;
Correction

Extension of Comment Period

Final Classification of Category lll; Denial of
Petition and Final Claims

Antiflatulent proposed amendment

Correction

Extension of Time for Comments

PR Amendment to the FR
Antacid/Acetaminophen Combination in a

Solid Dosage Form; Marketing Status; Notice of
Enforcement Policy

Antacid/Acetaminophen Combination in a

Solid Dosage Form; Marketing Status; Notice of
Enforcement Policy; Correction
Antacid/Acetaminophen Combination in a

Solid Dosage Form; Marketing Status; Notice of
Enforcement Policy; Correction

Antacid Amend. to FM

PR Amend to FM

PR Amend to FM

PR Amend to FM/Reopening of Comment Period
Amend. of Antacid FM; Tech. Amendment
Amendment of Antacid Monograph FR
Antiflatulent; Amendment of Monograph FR

ANPR
Correction
PR
Correction
Correction
Correction
FR
Correction



REPORT

DATE

FRCITE

May 15, 1996

ACTION

ANTHELMINTIC
Continued

ANTICARIES

ANTIBIOTIC

1-23-87
3-13-87
12-2-87

9-15-88

3-28-80
5-20-80
8-26-83
10-25-83
9-30-85
10-24-85
11-7-85
6-15-88
2-21-89
5-8-92
5-19-92
11-24-92
1-26-93

4-1-77
4-29-77
3-21-80
7-9-82
9-3-82
7-22-85
7-15-86
8-27-86
9-24-86
12-11-87
12-24-87
5-25-88

8-18-89
3-15-90

52FR2515
52FR7830
52FR45868

53FR35808

45FR20666
45FR33650
48FR38853
48FR49304
50FR39854
50FR43233
50FR46306
53FR22430
54FR7448

57FR19823
57FR21332
57FR55199
68FR6102

42FR17642
42FR21816
45FR18400
47FR29986
47FR38917
50FR29702
51FR25523
51FR30478
51FR33897
52FR47312
52FR48792
53FR18837

54FR34188
55FR9721

Amendment
Correction

Opportunity for Hearing on Proposal to Withdraw

Approval of a New Drug Application
Updating and Technical Changes

ANPR

Correction

Reopening of record
Extension Comment Period
PR

Correction

Extension of Comment Period
PR Amendment

Reopening of Record
Reopening of Administrative Record
Correction

Reopening of Adm. Record
Extension of Comment Period

ANPR

Correction

Notice

PR

Correction

Exemption from certification; PR

Exemption from certification; FR

Exemption from certification; FR; Correction
Exemption from certification; FR; Correction
FR

Correction

Updating and Technical Changes; FR;
Amendment

Amendment of FR (Technical Change)
Amendment of Final Monograph (Local
Anesthetic)



REPORT

DATE

FRCITE

May 15, 1996

ACTION

ANTIBIOTIC
Continued

ANTIDIARRHEAL

ANTIEMETIC

ANTIFUNGAL

5-11-90

6-8-90

6-21-90
10-3-90
12-5-90
2-14-96

55FR19868

55FR23450

55FR25392
55FR40379
55FR50171
61FR5818

Proposed Amendment of Final Monograph
(Container Size)
Proposed Amendment of Final Monograph (Local
Anesthetic)
Correction
Amendment to FR (Aerosol)
Amendment to FR (Combinations)
Proposed Amendment of Final Monograph -
First Aid Antibiotic PR

PROPOSAL SEE LAXATIVE

7-13-79
10-26-79
4-30-87
9-15-88
8-26-93
4-11-94

3-23-82
4-23-82
9-7-82
12-7-82
12-28-82
12-12-89
1-9-90
1-22-90
6-20-90
7-19-90
12-18-92
9-2-93
9-23-93

44FR41064
44FR61609
52FR15886
53FR35808
58FR45216
59FR16981

47FR12480
47FR17575
47FR39464
47FR54981
47FR57738
54FR51136
55FR797
55FR2202
55FR25240
55FR29453
57FR60430
58FR46744
58FR49890

PR

Reopening

FR

Updating and Technical Changes
Proposed Amendment to Monograph
FR Amend to FM

ANPR

Correction

Reopening - Diaper Rash
Correction

Extension of Comment periods
PR

Correction

Correction

Diaper Rash PR

Diaper Rash PR; Correction
Diaper Rash Labeling Claims FR
Certain Labeling Claims FR
FM



REPORT

DATE

FRCITE

May 15, 1996

ACTION

ANTIMICROBIAL

ANTIPERSPIRANT

1-7-72
9-27-72
11-4-72
11-7-72
9-13-74
9-13-74
10-30-75
1-6-78
2-3-78
3-9-79
10-26-79
12-11-79
3-21-80
1-5-82
5-21-82
9-3-82
9-7-82
12 -7-82
6-20-90
7-22-91
1-9-92
6-17-94
11-15-94

6-5-75
6-13-75
8-21-75
8-16-77
10-10-78
11-7-78
12-29-78
3-21-80
8-20-82
3-23-93
7-19-93

37FR219
37FR20160
37FR23537
37FR23644
38FR33102
38FR33103
39FR50527
43FR1210
43FR4637
44FR13041
44FR61609
44FR71428
45FR18398
47FR436
47FR22324
47FR38917
47FR39406
47FR54981
55FR25246
56FR33644
57FR858
59FR31402
59FR58799

40FR24328
40FR25218
40FR36574
42FR41374
43FR46694
43FR51806
43FR60957
45FR18403
47FR36492
58FR15452
58FR38541

Hexachlorophene (P)
Hexachlorophene (F)
Hexachlorophene Clarification
Hexachlorophene Correction
Tribromsalan Ban (P)
Antimicrobial (P)

Tribromsalan Ban (FR)

PR

Extension time comments
Reopening of record

Reopening of record

Reopening of record

Notice acceptance of data into record
Mercury (ANPR)

Alcohol (ANPR)

Correction

Reopening - Diaper rash
Correction

Diaper Rash PR

First Aid Antiseptic (PR)
Correction

Health Care Antiseptics PR
Health Care Antiseptics PR; Extension of
Comment and New Data Periods

Zirconium ban (P)
Correction

Extension comment period
Zirconium (F)
Antiperspirant (P)
Correction

Correction

Notice acceptance of data into record
PR

Request for Comments
Request for Comments



REPORT

DATE

FRCITE

May 15, 1996

ACTION

APHRODISIAC

ASTRINGENTS

BENIGN PROSTATIC
HYPERTROPHY

BOIL TREATMENT

CAMPHORATED OIL

CATEGORY I/l
ACTIVE INGREDIENTS

CATEGORY I/l
ADDITIONAL ACTIVE
INGREDIENTS

CHOLECYSTOKINETIC

10-1-82
12-10-82
1-15-85
7-7-89
12-6-89

See -

10-1-82
2-20-87
4-14-87
4-30-87
2-27-90

6-29-82
1-26-88
11-15-93

9-26-80
9-21-82

5-16-90
6-7-90

11-7-90
12-3-90
1-30-92
10-1-92

8-25-92
9-8-92

11-9-92
5-10-93
1-27-95

2-12-80
8-24-82
6-10-83
8-15-88
2-28-89

47FR43572
47FR55497
50FR2168

54FR28780
54FR50364

ANPR
Correction
PR

FR
Clarification

External Analgesic Skin protectant

47FR43566
52FR5406
52FR12114
52FR15732
55FR6926

47FR28306
53FR2198
58FR60332

45FR63869
47FR41716

55FR20434
55FR23235
55FR46914
55FR49973
57FR3526

57FR45295

57FR38568
57FR40944
57FR53300
58FR27636
60FR5313

45FR9286
47FR37068
48FR27004
53FR30786
54FR8320

ANPR
TFM
Correction
Correction
FR

ANPR
TFM
FR

Proposal
Final

Proposed Rule
Correction

Final Rule

Correction

Technical Changes
Technical Amendment

PR
Correction
Correction
FR

Certain Active Ingredients; Correction

ANPR
PR
FR

Proposed Amendment to final monograph

Amendment of FR



REPORT

DATE

FRCITE

May 15, 1996

ACTION

CORN/CALLUS

REMOVER

COUGH/COLD

1-5-82

2-20-87
8-14-90
9-28-92

9-9-76
11-30-76
11-30-76
12-10-76
10-28-77
8-31-79
10-2-79
3-21-80
9-26-80
9-30-80
12-19-80
5-5-81
7-9-82
8-13-82
8-27-82
10-26-82
1-25-83
4-29-83
5-6-83
6-3-83
8-30-83
9-19-83
10-19-83
11-16-83
11-18-83

1-15-85
1-15-85
11-8-85
12-2-85

47FR522
52FR5412
55FR33258
57FR44493

41FR38312
41FR52536
41FR52537
41FR54032
42FR56756
44FR51512
44FR56744
44FR18400
44FR63874
44FR64709
45FR83671
46FR2514

47FR30002
47FR35344
47FR37934
47FR47520
48FR3382

48FR19470
48FR20502
48FR24925
48FR39242
48FR41786
48FR48576
48FR52079
48FR52513

50FR2200
50FR2220
50FR46582
50FR49371

ANPR

TFM

FR

Update & Tech. Changes

ANPR

DPH notice

NOH - Benylin NDA

Decision on Theophylline (F)

PPA Dosage clarification (timed release)
Benylin final decision

Benylin correction

Notice acceptance of data into record
Reopening administration record

Notice on dosage of Pseudoephedrine
Extension of effective date 9-30-80 notice
Decision on pseudoephedrine dosage
Expectorant/anticholinergic PR
Notice-combo Caffeine, PPA, ephedrine
Extension of time/expectorant/antichol. PR
Bronchodilator PR

Bronchodilator correction

Metaproterenol meeting notice
Republishing of meeting notice

Decision on Metaproterenol
Antiasthmatic PR and reopening of record
Bronchodilator correction

Antitussive PR

Antitussive correction

Notice--combinations containing caffeine, PPA,

ephedrine or pseudoephedrine
Antihistamine PR

Nasal Decongestant PR
Anticholinergic FR
Anticholinergic FR



REPORT

DATE

FRCITE

May 15, 1996

ACTION

COUGH/COLD
Continued

10-2-86
3-9-87
3-13-87
4-17-87
8-12-87
8-24-87
9-9-87
9-22-87
9-22-87
8-12-88
9-15-88
11-14-88
2-28-89
3-22-89
7-6-89
9-5-89
10-2-89
11-28-89
1-4-90
1-24-90
7-6-90
10-3-90
6-19-92
6-19-92
6-19-92
6-30-92
7-30-92
8-6-92
8-6-92

8-6-92

9-14-92
10-8-92
12-9-92
12-9-92

51FR35326
52FR7126
52FR7830
52FR12521
52FR30042
52FR31892
52FR34047
52FR35610
52FR35610
53FR30522
53FR35808
53FR45774
54FR8494
54PR11866
54FR28442
54FR36762
54FR40412
54FR48914
55FR310
55FR2387
55FR27806
55FR40381
57FR27658
57FR27662
57FR27666
57FR29176
57FR3363
57FR34733
57FR34734

57FR34735
57FR41857
57FR46067
57FR58356
57FR58378

Correction

Bronchodilator FR

Amendment

Correction

Correction

Antitussive FR

Antihistamine TFM; Amendment
Antitussive; Correction

Antihistamine; Correction

Combination; PR

Updating and Technical Changes
Clarification Notice; PR

Expectorant FR

Expectorant FR; Correction

Antitussive PR to Amend FR

Marketing Status; Policy Statement

PR Amendment to the FM

Reopen Record/Promethazine HCL
Correction

Promethazine HCL, Extension-Comment Period
Antitussive Amendment of FR

Antitussive Amend to FR (Lozenge)

Nasal Decongestant Amend to PR
Bronchodilator Amend to PR

Antitussive Amend to PR

Expectorant Amend to FR /Technical Changes
Nasal Decongestant; Correction
Bronchodilator; Extension of Comment Period
Nasal Decongestant; Extension of Comment
Period

Antitussive; Extension of Comment Period
Expectorant FR

Expectorant FR; Correction

Antihistamine FR

Antitussive Amendment to FR



May 15, 1996

REPORT DATE FR CITE ACTION
COUGH/COLD 10-20-93 58FR54232 Antitussive FR Amend to FM (MAOI
Continued Statement)
10-20-93 58FR54238 Bronchodilator FR Amend to FM (MAOI
Statement)
1-28-94 59FR4216 FR Amend to FM
6-3-94 59FR29172 FR Amendto FM
7-15-94 59FR36051 Antitussive FR; Correction
8-22-94 59FR 43234 Nasal Decongestant FR
2-23-95 60FR10286 Combo; Amend to TFM; PR
3-9-95 60FR13014 Bronchodilator; PR Amend to FR
3-8-96 61FR9570 Nasal Decongestant; Partial Stay of
Final Rule; Enforcement Policy
4-9-96 61FR15700 Products Containing Diphenhydramine Citrate or
Diphenhydramine Hydrochloride; Final Rule,
Enforcement Policy
DANDRUFF/SEB. 3-6-79  44FR12271 Transfer responsibility dandruff/seborrhea
DERM. PSORIASIS 12-3-82 47FR54646 Dandruff ANPR
2-8-83 48FR5761 Correction
2-8-83 48FR5761 Extension of comment period
7-30-86 51FR27346 PR
10-1-86 51FR35003 Extension of Comment Period
11-25-86 51FR42676 Correction
12-4-91 56FR63554 FR
1-17-92 57FR2136 Correction
4-5-93 58FR17554 PR Amendto FR
1-28-94 59FR4000 FR Amend to FM
DAYTIME SEDATIVES 12-8-75 40FR57292 ANPR
1-8-76  41FR1498 Correction
1-26-76 41FR3745 Correction
1-30-76 41FR4600 Correction
6-13-78 43FR25544 PR
6-22-79 44FR36378 FR
7-15-80 45FR47422 Correction
DEODORANTS, 1-5-82 47FR512 ANPR
INTERNAL 5-7-82 47FR19721 Correction
6-17-85 50FR25162 PR
7-15-85 50FR28595 Correction
5-11-90 55FR19862 FR

-10 -



REPORT

DATE

FRCITE

May 15, 1996

ACTION

DIAPER RASH

DIGESTIVE AIDS

EXOCRINE
PANCREATIC
INSUFFICIENCY

EXTERNAL
ANALGESICS

SEE -

1-5-82
3-30-82
1-29-88
3-4-88
4-19-88
10-21-93

12-21-79
3-25-80
3-25-80
11-8-85
12-2-85
3-11-92
4-24-95

12-4-79
2-5-80
3-25-80
9-26-80
9-7-82

12-7-82
2-8-83

3-11-83
10-2-85
7-30-86

8-25-88
4-3-89
10-3-89
1-31-90
2-27-90
3-27-90
6-20-90
6-19-92
12-18-92

Antimicrobial

Antifungal

Skin protectant
External analgesic

47FR454
47FR13385
53FR2706
53FR7073
53FR12779
58FR54450

44FR 75666
45FR19265
45FR19266
50FR46584
50FR49409
57FR8586
60FR20162

44FR69768
45FR7820

45FR19625
45FR63878
47FR39412

47FR54981
48FR5852

48FR10373
50FR40260
51FR27360

53FR32592
54FR13490
54FR40818
55FR3362

55FR6932

55FR11291
55FR25234
57FR27654
57FR60426

ANPR

Extension comment period

TFM

Correction

Extension of Time For Comments
FR

ANPR

Extension comment period
Correction

PR

Correction

Workshop

FR

ANPR

Corrections

Correction

Reopening Administrative record
Reopening-astringent, astringents diaper rash,
fever blister, insect bite, poison oak/ivy, male
genital desensitizer

Correction

External analgesic PR

Correction

Male genital desensitizer, PR

Amendment to PR (Dandruff, Seborrhea, and
Psoriasis)

Amendment to TFM (Anorectal)

Astringent PR

Poison lvy, Insect Bites PR

Fever Blister & Cold Sore PR

Amendment of TFM (hydrocortisone 1%)
Fever Blister & Cold Sore PR; Correction
Diaper Rash PR

Male Genital Desensitizer FR

Diaper Rash Labeling Claims FR

-11 -



REPORT

DATE

FRCITE

ACTION

May 15, 1996

FEVER BLISTER,
ORAL

FEVER BLISTER,
EXTERNAL

HAIR GROWER/LOSS

HORMONE

HYPO/
HYPERPHOSPHATEMIA

INGROWN TOENAIL

INSECT BITE + STING

INSECT REPELLENT,
ORAL

INTERNAL ANALGESIC

1-5-82

6-17-85
7-15-85
6-30-92

SEE -

11-7-80
1-13-81
1-15-85
7-7-89

7-28-89
12-6-89

1-5-82
5-18-82
10-2-89
9-9-93
9-9-93

12-9-80
1-9-81

1-15-85
5-11-90

10-17-80
12-23-80
9-3-82
11-19-82
9-9-93

See -

1-5-82

6-10-83
7-15-83
6-17-85

7-8-77
10-4-77

47FR502

50FR25156
50FR28595
57FR29166

ANPR

PR
Correction
FR

External analgesic
Skin Protectant

45FR73955
46FR3030
50FR2190
54FR28772
54FR31405
54FR50364

47FR430

47FR21274
54FR40618
58FR47608
58FR47611

45FR81154
46FR2365
50FR2160
55FR19852

45FR69128
45FR84836
47FR39120
47FR52200
58FR47602

ANPR
Correction
PR

FR
Correction
Clarification

ANPR
Correction
PR

FR

Cosmetic PR

ANPR
Correct ion
PR

FR

ANPR
Correction
PR
Correction
FR

External Analgesic,
Skin Protectant

47FR424

48FR26986
48FR32361
50FR25170

42FR35346
42FR53980

ANPR

PR
Correction
FR

ANPR

Extension of comment period

Extension/reply comment period

Notice of acceptance of data/administrative record
NOH - phenacetin

1-6-78
3-21-80
8-10-82

43FR1100
45FR18401
47FR34636

-12 -



REPORT

DATE

FRCITE

May 15, 1996

ACTION

INTERNAL ANALGESIC
(CONTINUED)

LABELING. MISC.

12-28-82
1-21-83
6-5-84
11-8-85
12-2-85
12-17-85
3-7-86
1-22-88

6-9-88
6-30-88

11-16-88
2-3-89
1-16-90
7-5-90
2-5-92

2-20-92

2-28-92

10-20-93

10-20-93

2-2-94

4-19-94
8-23-94
9-28-94

4-19-95
5-2-95

7-2-82
12-28-82
1-21-83
12-8-83
6-5-84

47FR57886
48FR2789
49FR23194
50FR46588
50FR49409
50FR51400
51FR8180
53FR1796

53FR21633
53FR24830

53FR46204
54FR5576
55FR1472
S55FR27776
57FR4456

57FR6165

57FR6892

58FR54224

58FR54228

59FR5068

59FR18507
59FR43386
59FR49350

60FR19650
60FR21590

47FR29002
47FR57886
48FR2789

48FR54993
49FR23194

Reye syndrome (ANPR)

Correction

Withdrawal of proposed statement of policy
Leg Muscle Cramp PR

Leg Muscle Cramp PR Correction

Proposed Labeling for Oral Aspirin PR
Labeling for Oral and Rectal Aspiring FR
Labeling for Oral and Rectal; Reye Syndrome
Warning

Labeling for Oral and Rectal Aspirin FR
Labeling for Oral and Rectal Aspirin; Reye
Syndrome Warning; Correction

PR

Correction

Extension of Reply Comment Period

Labeling for Oral and Rectal Aspirin FR
Antacid/Acetaminophen Combination in a Solid
Dosage Form; Marketing Status; Notice of
Enforcement Policy

Antacid/Acetaminophen Combination in a Solid
Dosage Form; Marketing Status; Notice of
Enforcement Policy; Correction
Antacid/Acetaminophen Combination in a Solid
Dosage Form; Marketing Status; Notice of
Enforcement Policy; Correction

Labeling of Oral Aspirin/Buffered Aspirin/

or Aspirin in Combination with an Antacid
Labeling of Oral and Rectal/Containing Aspirin
and Nonaspirin Salicylates; PR

PR Amend to TFM

PR Amend to TFM/Reopening of Comment Period

Leg Muscle Cramp (Quinine) FR

Drug Products for the Treatment and/or
Prevention of Nocturnal Leg Muscle Cramps for
OTC Human Use; Correction

Quinine for Treatment of Malaria; PR

Quinine for Treatment of Malaria; PR; Correction

Exclusivity; N

Salicylate (Reye Syndrome) ANPR
Correction

Aspartame; Labeling Requirements PR
Mouthwash/Mouth Freshener/Gargle Prep.
Withdrawal of Policy Statement; N

-13 -



REPORT

DATE

FRCITE

May 15, 1996

ACTION

LABELING. MISC.
(CONTINUED)

LAXATIVE

4-22-85
12-17-85
3-7-86
4-17-86
5-1-86
5-21-86
6-3-86

3-13-87
1-22-88

6-9-88

6-30-88
7-5-90

3-6-91
4-9-91

4-25-91
5-22-91
6-12-91
4-5-93
10-20-93

10-20-93
1-28-94
2-17-95
5-19-95
2-14-96

3-4-96
4-22-96

4-22-96

3-21-75
3-21-80

1-15-85
4-30-86

50FR15810
50FR51400
51FR8180

51FR13023
51FR16258
51FR18580
51FR19853

52FR7830
53FR1796

53FR21633

53FR24830
55FR27776

56FR9363
56FR14384

56FR10222
56FR23619
56FR26946
58FR17553
58FR54224

58FR54228
59FR3998
60FR9554
60FR26853
61FR5912

61FR8450
61FR17798

61FR17807

40FR12902
45FR18398

50FR2124
51FR16138

Exclusivity; PR

Oral Aspirin; PR

Oral and Rectal - Aspirin; FR

PR Amend to PR; Statement of Identity

Exclusivity Policy; FR

Correction

PR Amend of Statement of Identity; Extension
of Comment Period

FR; Correction

Oral and Rectal - Aspirin and Aspirin-Containing;
Reye Syndrome Warning

Oral and Rectal - Aspirin and Aspirin-Containing;
Reye Syndrome Warning; FR

Correction

Oral and Rectal - Aspirin and Aspirin-Containing;
FR

Notice; request for comments

Print Size and Style; Extension of Comment

Period

Sodium; PR Amend to PR

Correction

Sodium; Extension of Comment Period

PR

Labeling of Oral Aspirin/Buffered Aspirin/
or Aspirin in Combination with an Antacid

Labeling of Oral and Rectal/Containing Aspirin

and Nonaspirin Salicylates; PR

Similar Words; PR

Benzoyl Peroxide; Required Labeling PR

Benzoyl Peroxide; Required Labeling PR,;
Extension of Comment Period

Warning Labeling for all OTC Drugs Containing
Phenylpropanolamine Preparations PR

Labeling of Drug Products PR

Drug Labeling; Sodium Labeling for OTC Drugs
FR

Labeling of Orally Ingested OTC Drug Products
Containing Calcium, Magnesium, and Potassium
NPR

ANPR

Notice acceptance data into record (laxative,
emetic, antiemetic, antidiarrheal )

PR

PR
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REPORT

DATE

FRCITE

May 15, 1996

ACTION

LEG MUSCLE
CRAMPS

MALE GENITAL
DESENSITIZERS

MENSTRUAL

MERCURIALS

NAILBITING/
THUMBSUCKING

NIGHTTIME
SLEEP-AID

OPHTHALMIC

7-21-86
10-1-86
6-2-92
9-2-93
3-31-94

10-1-82
11-8-85
8-23-94

SEE -

12-7-82
1-14-83
2-18-83
11-16-88
1-18-89

51FR26170
51FR35136
57FR23174
58FR46589
S59FR

47FR43562
50FR46588
59FR43386

Correction

Extension of Comment Period
Reopen of Administrative

Record Proposed Amend. to TFM
PR Amend to TFM

ANPR
PR
FR

External analgesic

47FR55075
48FR1758
48FR7202
53FR46194
54FR2039

SEE page 4

10-17-80
12-23-80
9-3-82
11-19-82
9-2-93

12-8-75
1-8-76
1-26-76
1-30-76
6-13-78
10-26-79
11-16-79
3-21-80

4-23-82
2-14-89
8-26-93

3-6-79
5-6-80

7-22-80
6-28-83

45FR69122
45FR84836
47FR39096
47FR52200
58FR46749

40FR57292
41FR1498
41FR3745
41FR4600
43FR25544
44FR61611
44FR65992
45FR18399

47FR17740
54FR6814
58FR45217

44FR12270
45FR30002

45FR48920
48FR29788

ANPR
Correction
Correction
PR
Correction

ANPR
Correction
PR
Correction
FR

ANPR

Correction

Correction

Correction

PR

Reopening of Administrative Record
Correction

Notice of acceptance of data and information into
the administrative record

DPH marketing status as a sleep-aid
FR

PR Amend to FM

Transfer of responsibility for hard contact lens
solutions

ANPR

Correction

PR
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REPORT

DATE

FRCITE

May 15, 1996

ACTION

ORAL HEALTH
CARE

ORAL MUCOSAL
INJURY

ORAL DISCOMFORT
RELIEF

OTIC

7-19-83
3-4-88
3-4-88
4-21-88
12-5-89
12-18-92

5-25-82
7-30-82
12-28-82
6-5-84
1-27-88
3-17-88
9-19-90
10-9-90
3-8-91
5-11-92

5-13-92
7-9-92
7-27-92
2-9-94
3-14-94

11-2-79
2-1-80
7-26-83
8-9-83
7-18-86

5-25-82
7-30-82
10-15-82
9-24-91
12-19-91

12-16-77
12-12-78
3-21-80
7-9-82
8-13-82
7-30-86
8-8-86
11-25-86
3-13-87

48FR32837
53FR6997
53FR7076
53FR13217
54FR50240
57FR60416

47FR22760
47FR32953
47FR57739
49FR23195
53FR2436

53FR8845

55FR38560
55FR41170
56FR9915

57FR20114

57FR20434
57FR30534
57FR33237
59FR6084

59FR11836

44FR63270
45FR7268

48FR33984
48FR35136
51FR26112

47FR22712
47FR32952
47FR46117
56FR48302
56FR65930

42FR63556
43FR58097
45FR18401
47FR30012
47FR35249
51FR27366
51FR28656
51FR42676
52FR7830

Correction

Reopening of Administrative Record
FR

Correction

Emergency First Aid; Safety and Efficacy Review

Ophthalmic Anti-Infective FR

ANPR

Extension comment period

Extension reply comment period
Withdrawal of proposed statement of policy
TFM (Non-antimicrobial)

Correction

Antiplaque Call-for-Data

Antiplaque Call-for-Data (Corr)

Antiplague Call-for-Data Extension Notice
Combination of Potassium Nitrate/Anticaries
Ingredient; Enforcement Policy

Notice of Marketing Status

Correction

Correction

PR Amend to TFM

Correction

ANPR
Correction
PR
Correction
FR

Proposal see oral cavity
Extension comment periods
Correction

Amend TFM

Correction

ANPR

Corrections

Notice acceptance data into record
PR

Correction

Swimmer's Ear PR

FR

Swimmer ' s Ear; Correction
Correction
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May 15, 1996

REPORT DATE FRCITE ACTION

2-15-95 60FR8916 Swimmer's Ear; FR
4-6-95 60FR17611 Swimmer's Ear; FR; Correction
4-28-95 60FR20897 Swimmer's Ear; FR; Correction
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REPORT

DATE

FRCITE

May 15, 1996

ACTION

OVERINDULGENCE

PEDIATRIC DOSING
INFORMATION

PEDICULICIDES

POISON OAKI/IVY

POISON TREATMENT/
EMETIC/ATI

SKIN PROTECTANT

10-1-82
12-10-82
12-21-82
1-4-83
7-19-83

12-24-91

2-24-92
3-4-92
5-5-93

6-20-88

6-29-82
8-6-82
4-3-89
4-27-89
12-14-93
12-6-94

SEE -

9-5-78
11-28-78
1-5-82
5-7-82
1-15-85

8-4-78
11-3-78
3-21-80

9-19-78
3-21-80
9-7-82

10-15-82
2-15-83
4-12-83
4-3-89
4-27-89

47FR43540
47FR55497
47FR56871
48FR270

48FR32872

56FR66742

57FR6352
S7FR7847
58FR26886

53FR23180

47FR28312
47FR34166
54FR13480
54FR18197
58FR65452
59FR62569

ANPR

Correction

Correction

Extension comment periods

Decision on ingredients intended to minimize or

prevent inebriation

Relief of symptoms associated with
overindulgence in food & drink; PR
TFM; Correction

TFM; Correction

Amend to TFM

Notice

ANPR

Correction

PR

Correction

FR

Background Documents; Availability

External Analgesic,
Skin Protectant
ANPR - See Laxative

43FR39544
43FR55417
47FR444
47FR19721
50FR2244

43FR34628
43FR51546
45FR18404

45FR42018
47FR18402
47FR39436

48FR46117
48FR6820

54FR15655
54FR13490
54FR18197

PR
Correction
ATI/ANPR
Correction
PR

ANPR
ANPR
Notice acceptance of data into record

Correction

Notice acceptance data into record
Reopening record for astringent, diaper rash,
fever blister, insect bite, poison ivy/oak
Correction

PR

Correction

Astringent PR

Correction
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May 15, 1996

REPORT DATE FR CITE ACTION
SKIN PROTECTANT 10-3-89 55FR40808 Poison lvy, Insect Bites PR
(CONTINUED) 1-31-90 55FR3362 Fever Blister & Cold Sore PR
3-27-90 55FR11291 Fever Blister & Cold Sore PR; Correction
6-20-90 55FR25204 Diaper Rash PR
12-18-90 55FR51926 Diaper Rash PR Ext. of Comment Period
12-19-91 56FR65873 Reopening of Administrative Record
10-21-93 58FR54466 Astringent FR
6-3-94 59FR28767 Astringent FR Amend. to FM w/ Opportunity
Comments
SMOKING DETERRENT 1-5-82 47FR490 ANPR
7-3-85 5027552 PR
7-17-86 51FR25899 Extension of Time
6-1-93 58FR31236 FR
STIMULANT 12-8-75 40FR57292 ANPR
1-8-76  41FR1498 Corrections
1-26-76 41FR3745 Correction
1-30-76 41FR4600 Correction
6-13-78 43FR25544 PR
10-26-79 44FR61611 Reopening administrative record
11-16-79 44FR65992 Correction
3-21-80 45FR18399 Notice acceptance data into record
8-13-82 47FR35344 Notice--combination caffeine, PPA, ephedrine
11-18-83 48FR52513 Notice--combinations containing caffeine, PPA
ephedrine, or pseudoephedrine
2-29-88 53FR6100 FR
4-8-88 53FR11731 Correction
2-24-92 57FR6352 Proposed Amendment; Correction
3-17-92 57FR9346 Correction
STOMACH ACIDIFIER 10-19-79 44FR60316 ANPR
8-15-80 45FR54354 Correction
1-15-85 50FR2184 PR
8-17-88 53FR31270 FR
SUNSCREEN 8-25-78 43FR38206 ANPR
12-1-78 43FR56249 Extension comment period
12-12 -78 43FR58097 Corrections
12-29-78 43FR60957 Corrections
3-21-80 45FR18403 Notice acceptance of data into record
9-4-87 52FR33698 Public Meeting/Reopening of Record
12-4-87 52FR46095 Public Meeting/Reopening of Record/Extension of

Time
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REPORT

DATE

FRCITE

May 15, 1996

ACTION

SUNSCREEN
(CONTINUED)

SWEET SPIRITS
OF NITRE

VAGINAL
CONTRACEPTIVE

VAGINAL, DRUG
PRODUCTS

VITAMIN/MINERAL

WART REMOVER

WEIGHT CONTROL

5-4-88

5-12-93
10-15-93
2-11-94
4-5-94
6-8-94

2-22-80
3-25-80
6-27-80

12-12-80
2-6-81
5-5-81
2-3-95
2-3-95

10-13-83
11-29-83
12-14-83
2-3-94
3-21-94

3-16-79
3-16-79
6-22-79
3-21-80
11-27-81

10-3-80
12-5-80
9-3-82
11-19-82
3-27-87
8-14-90
9-11-90
9-28-92
1-28-94
11-23-94

2-26-82
4-20-82
4-23-82
4-27-82

53FR15853

58FR28194
58FR53460
59FR6606

59FR16042
59FR29706

45FR11846
45FR19265
45FR43400

45FR82014
46FR11292
46FR25107
60FR6713
60FR6892

48FR46694
48FR53719
48FR55579
59FR5226

59FR13284

44FR16005
44FR16126
44FR36421
45FR18402
46FR57914

45FR65609
45FR80551
47FR39102
47FR52200
52FR9992

55FR33246
55FR37403
57FR44494
59FR4015

59FR60315

47FR8466

47FR16796
47FR17576
47FR18004

Reopening of Administrative Record/Extension of

Comment Period
TFM
Extension of Comment Period
Reopening of Comment Period

Public Meeting/Reopening of Adm. Record

Reopening of Comment Period

PR
Correction
FR

ANPR

Correction

Extension comment period
Availability; Notice

PR

ANPR

Correction
Correction

ANPR Withdrawal
Correction

Revocation of foods regulation (F)
VMH ANPR

Extension comment period

Notice acceptance of data into record
VMH withdrawal of proposal

ANPR

Correction

PR

Correction

Amendment

FR

Correction

Update & Tech. Changes

PR Amend to FM

Wart Remover; Amend. of the FM

ANPR

Correction

Extension of comment periods
Correction

-20 -



REPORT

DATE FRCITE

May 15, 1996

ACTION

WEIGHT CONTROL
(CONTINUED)

8-13-82 47FR35344

11-18-83 48FR52513

10-30-90 55FR45788
10-30-90 55FR45782
11-26-90 55FR49200
11-27-90 55FR49377

3-6-91 56FR9312

4-1-91 56FR13295
4-11-91 56FR14730
8-8-91 56FR37792

9-16-91 56FR46823
8-26-93 58FR45194

Notice--combinations containing caffeine, PPA,
ephedrine

Notice--combinations containing caffeine, PPA,

ephedrine, or pseudoephedrine

PR

Water-soluble Gums PR

Correction, Weight Control PR

Correction, Water-soluble gums PR

Water-soluble Gums PR; Clarification

PPA: Reopen of Adm. Record

PPA: Reopen of Adm. Record; Correction

Certain Active Ingred. FR

Correction

Water-soluble Gums Active Ingredients FR
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